Objective: Needle acupuncture in small children has gained some acceptance in Western medicine. It is controversial, as infants and toddlers are unable to consent to treatment. We aimed to assess its efficacy for treating infantile colic. Design: A systematic review and a blinding-test validation based on individual patient data from randomised controlled trials. Primary end-points were crying time at mid-treatment, at the end of treatment and at a 1-month follow-up. A 30-min mean difference (MD) in crying time between acupuncture and control was predefined as a clinically important difference. Pearson's chi-squared test and the James and Bang indices were used to test the success of blinding of the outcome assessors [parents]. Eligibility criteria and data sources: We included randomised controlled trials of acupuncture treatments of infantile colic. Systematic searches were conducted in Cochrane CENTRAL, MEDLINE, EMBASE, CINAHL and AMED, and in the Chinese language databases CNKI, VIP, Wang fang, SinoMed and Chinese Clinical Trial Registry. Results: We included three randomised controlled trials with data from 307 participants. Only one of the included trials obtained a successful blinding of the outcome assessors in both the acupuncture and control groups. The MD in crying time between acupuncture intervention and no acupuncture control was À24.9 min [95% confidence interval, CI À46.2 to À3.6; three trials] at mid-treatment, À11.4 min [95% CI À31.8 to 9.0; three trials] at the end of treatment and À11.8 min [95% CI À62.9 to 39.2; one trial] at the 4-week follow-up. The corresponding standardised mean differences [SMDs] were À0.23 [95% CI À0.42 to À0.06], À0.10 [95% CI À0.29 to 0.08] and À0.09 [95% CI À0.48 to 0.30]. The heterogeneity was negligible in all analyses. The statistically significant result at mid-treatment was lost when excluding the apparently unblinded study in a sensitivity analysis: MD À13.8 min [95%CI À37.5 to 9.9] and SMD À0.13 [95%CI À0.35 to 0.09]. The registration of crying during treatment suggested more crying during acupuncture [odds ratio 7.7; 95% CI 2.7-20.6; one trial]. GRADE-Moderate quality evidence. Conclusions: Percutaneous needle acupuncture treatments should not be recommended for infantile colic on a general basis.
Introduction
Infantile colic is a painful and poorly understood ailment in early infancy. It is a self-limiting condition normally ending at 3-4 months of age. The definition still commonly used is Wessel's symptom definition of 1954: 'Paroxysmal, uncontrollable crying and fussing in an otherwise healthy infant under 3 months of age, with more than 3 h of crying per day in more than 3 days for more than 3 weeks' [1] . A modified version, Rome III [2] , has been in place since 2006 [3] and a further extension, ROME IV [2] , since 2016 [4] . Persistent painful crying is a severe strain on both the child and parents [5] . There is no clear aetiology. According to the Rome IV criteria, infantile colic is in most cases regarded as a behavioural syndrome representing the high spectrum of normal developmental crying, rather than symptoms of abdominal pain [4] . Physiological factors such as altered gut motility, immature digestive functions, altered intestinal macrobiotics or food sensitivity might be involved [6] [7] [8] . Psychological factors like inadequate parent-infant interaction or family tension have also been proposed as important factors [6] [7] [8] . There is no consensus on treatment strategies for the condition [5, 9] . Strategies include counselling on specific management techniques, reduced stimulation, herbal teas, sucrose, simethicone, hypoallergenic diet, chiropractic manipulation, probiotics and acupuncture [5, 8, 10] .
Acupuncture is performed using thin steel needles penetrating the skin and into connective tissue and muscle fibres. The neurophysiologic basis for its paininhibiting effects has been studied in detail, and is well understood [11] [12] [13] . Needle effect sizes between real and sham acupuncture in various chronic pain conditions in adults are small and consistent, usually with standardised mean differences (SMDs) in the range of 0.15-0.23 [14] . When comparing real acupuncture versus no acupuncture, SMDs are typically between 0.42 and 0.57 [14] . Current evidence does not substantiate that the choice of needle points or the type of acupuncture affects efficacy, but more sessions and more needle applications are associated with more favourable outcomes in adults [15] . Acupuncture is considered safe when offered by trained practitioners, both when used in adults [13, 16] and in children [17] . Acupuncture for children has gained some acceptance in Western medicine, even though the evidence supporting the use of acupuncture in small children is sparse [18, 19] . In some Western-based textbooks, it is argued that the effects of acupuncture in small children are swift and often stronger than in adults [20] [21] [22] [23] , but these notions are usually based on tradition, personal views and clinical experience. Case reports and qualitative studies about the efficacy of acupuncture in small children are often very optimistic and recommend the use of acupuncture on an anecdotal basis [24] [25] [26] . Interestingly, contemporary traditional Chinese medicine (TCM) practitioners in China rarely used needles on infants [27] , so acupuncture treatment of small children seems to have developed as a part of a Western practice.
It has been suggested that acupuncture might play a role in the treatment of infantile colic [5, 18, 24, 28, 29] . Thus, it is proposed that acupuncture can counteract gut dysmotility in infants with colic, possibly by affecting the parasympathetic vagal reflexes and the centrally opioid-mediated pain inhibitory pathway [30, 31] . However, controlled trials investigating the efficacy of acupuncture in cases of infantile colic show conflicting results [31] [32] [33] [34] . There are ethical concerns about the use of an intervention that can cause pain [32, 34, 35] in children who cannot consent to treatment [28, 36, 37] . There are no previous systematic reviews or meta-analyses concerning acupuncture treatment for infantile colic. We aimed to assess the efficacy and adverse effects of acupuncture for infantile colic in a systematic review with a meta-analysis based on individual patient data from all eligible randomised controlled trials (RCTs).
Methods
The protocol is registered at the University of York Centre for Reviews and Dissemination -PROSPERO 2015: CRD42015023253 [38] (Supplementary Appendix 1). The unabridged protocol is included in Supplementary Appendix 2. The study has been reported using PRISMA [39, 40] and PRISMA-IPD [41] recommendations.
Eligibility criteria
We included full RCTs of acupuncture treatments for infantile colic [42, 43] . The participants were infants fulfilling Wessel's criteria or Wessel's modified criteria of infantile colic. There were no exclusion criteria. The intervention was percutaneous needle acupuncture treatment. There were no limitations on variation on doses, intensity, administration or personnel giving the intervention. For comparators, we used no treatment, placebo/sham, standard care or waiting list control. The primary outcome was baseline-corrected differences in crying time in minutes between intervention and control. Secondary outcomes were baseline-corrected differences between intervention and control in not fulfilling the colic criterion [>180 min crying/day], parental evaluation of effects, and adverse effects. No language restrictions were employed.
Literature search
We decided that a search restricted to English databases might be insufficient for a systematic review about acupuncture [44, 45] . We sought assistance from the Chinese Centre for Evidence-Based Medicine, Beijing University of Chinese Medicine to search Chinese language databases. All searches were up to date as of January 2017 (English) and February 2017 (Chinese). 
English language database search

Study selection
To select eligible publications, two authors independently read all titles and abstracts in the records retrieved by the searches. We obtained publications in full text if the abstract was deemed eligible by at least one review author. At least two authors independently read the full text papers and selected studies according to the inclusion criteria. Any disagreement between review authors was resolved by discussion.
Data extraction and management
Our original protocol was constructed for a systematic review and meta-analysis based on aggregated data. We realised that varying strategies for adjustment for baseline imbalances would impair an analysis based on aggregated data. Hence, trialists of eligible trials were invited to take part in a collaborative group and asked to provide their raw data. Before receiving the data, we arranged a consensus meeting at Lund University, Sweden, in February 2017 where trialists representing the eligible trials agreed on the individual patient data (IPD) protocol and defined limits for clinical important differences in crying time [38] . All datasets were stored securely and pseudo-anonymously; that is, identifiers that could be linked directly to the actual participants were deleted. Once the raw data had been received, K. G. B. checked the data for consistency and comparability with the results presented in the journal papers. Any queries arising from these checks were resolved in co-operation with the trialists. K. G. B., independent of the trialists, performed all analyses, based on the IPD from the included trials and carried out the meta-analysis.
Risk of bias
Two authors (T. S., A. K.) used the Cochrane Collaboration's tool for assessing risk of bias [46] . This tool encourages consideration of how the allocation sequence was generated, how allocation was concealed, the integrity of blinding at outcome level, the completeness of outcome data, and selective outcome reporting and other potential sources of bias. Regarding blinding, we distinguished between performance bias [blinding of participants and personnel] and detection bias [blinding of outcome assessors]. Selective outcome reporting was in general not a problem as we had access to all data from the included studies with IPD. Furthermore, we reduced the risk of bias arising from non-completeness of outcome data for studies with the IPD by using statistical methods that did not exclude participants based on missing data. Each item in the 'Risk of bias' assessment was assessed as low, high or unclear. The quality of the blinding procedure [detection bias-blinding of outcome assessors] was tested for each of the included studies by performing Pearson's chi-squared tests and by calculating James and Bang blinding indices [47] . We performed a sensitivity analysis in which studies assessed to be at high risk of bias [across all items] were excluded. The decision on which studies were considered to be at high risk of bias was taken retrospectively, and guided by the results of the blinding tests.
Data synthesis
Data from the included studies were analysed using a two-step approach [48] . At the first step, we analysed the IPD for each trial separately. For continuous outcomes, the study-level analyses were based on repeated measurements with a reference group coding of independent factors, thus considering the correlations between baseline and post-intervention measurements. Data from all measurement points were included in a single model. The post-intervention measurements were modelled as depending on the baseline measurement, time, group [intervention or control] and the interaction between time and group. Repeated measurements [from the same person] were assumed to have an unstructured covariance structure. The analyses of data from each of the included trials were conducted using the NLME and CONTRAST libraries in R [49] . For each trial, the estimate of effect at any given measurement point was calculated as the difference between the estimated value of the dependent variable in the intervention and control groups. The corresponding 95% confidence intervals (CI) were also calculated. SMDs were calculated based on the repeated measures standardised to a mean of 0 and a standard deviation of 1. For dichotomous outcomes, we modelled odds ratios [ORs] by logistic regression using the function GLM in R. The results are presented as ORs with 95% CIs and were adjusted for baseline differences in crying time. At the second step, we combined the estimates of effect across studies in the meta-analysis. The estimates of effect from all included studies were pooled using the generic inverse variance technique in a random-effects model in RevMan version 5.3.5.
Measures of treatment effects and harm
We did not detect any papers trying to establish guidelines on clinically relevant changes or minimal important differences (MID) in trials on pain or crying in infants. In large IPD meta-analysis of acupuncture in chronic pain, Vickers et al. considered SMD of 0.2 as being too small to make a clinically meaningful difference, whereas an SMD of 0.5 was considered sufficient [14] . Dworkin et al. suggested that 10-20% reduction in an anchor based numerical rating scale as minimally important reduction of chronic pain, and 30% as moderately important [50] . Furlan et al. established 30% difference on a VAS/NRS of back pain as clinically significant [51] . In studies on children, Carl von Bayer suggested that 10-20% reduction or 10-20 mm on a VAS scale to be the smallest meaningful change [52, 53] , whereas Dhanani et al. estimated that a minimum of 8 mm on a 100 mm VAS improvement was needed to achieve a meaningful improvement among children with rheumatic disease [54] . Guided by these references, we considered the minimally important difference in baseline-corrected crying time between acupuncture and control to be about 30 min, a number that is roughly equivalent to an SMD of 0.3.
The primary end point was as follows: Baselinecorrected differences in crying time in minutes between intervention and control as measured during treatment one week after treatment ended and one month after treatment ended was the preferred outcome A 30-min difference in reduction in crying time between intervention and control groups was considered as a clinically relevant effect. We changed '1 week after treatment' in the original protocol to 'during the first week after the end of the treatment period' to be able to measure all included trials.
The secondary outcomes were as follows. (A) The infantile colic 3-h crying criterion: Baseline-corrected differences between intervention and control in not fulfilling the colic criterion at the end of the treatment period. (B) Parental evaluation of effects: Parents' evaluation of improvement in the infant is an important contextual outcome. All studies measured the parental evaluation on the last treatment day using a five-point Likert scale. (C) Adverse effects: We registered any serious adverse effects. Minor adverse effects other than crying during treatment were reported descriptively. We specifically wanted to analyse crying during interventions.
Other Blinding validation of outcome assessors [parents]: Trials with subjective outcome-effect estimates have been shown to be exaggerated when there was a lack of blinding (ratio of ORs of 0.75 [0.61-0.93]) [43] . Blinding of the outcome assessor is argued to be important in trials with subjective outcomes such as pain [55] . Blinding of the practitioner is not an option in manual treatments of infants [56] . We performed a statistical assessment of blinding validation questions from outcome assessors as registered in the different studies, using both chi-squared tests with ORs and Bang's blinding index with coefficient. The chi-squared test may indicate adequate blinding if p > 0.05, but the sensitivity becomes poor if both groups are fully unblinded. Bang's blinding index is calculated for each intervention group separately, and reflects adequate blinding if it centres around 0 [47] . James blinding index was added post hoc as we realised it could add information. James' blinding index suggests adequate blinding if it centres around 0.5, but the sensitivity is impaired if the degree of blinding varies between the two groups. All the different blinding tests were taken into account before making any conclusions about the success of blinding.
Assessment of heterogeneity
Analysis of heterogeneity and inconsistencies was performed on all primary and secondary outcomes using chi-squared tests and I 2 analysis to describe the heterogeneity between trials in relation to the total variation.
Fixed and random-effects models
We assumed the random-effects model to be the analysis of choice, representing a valid test of the null hypothesis of no clinically relevant treatment effect of acupuncture for infantile colic. We could not assume one fixed effect irrespective of treatment intensity, duration and point selection for acupuncture in infants, and there were no previous meta-analyses to guide us. There are opinions among acupuncturists that an individualised treatment of infantile colic is the correct one, and that different acupuncture point selections could have different effects [26] . This is contrary to meta-analysis of chronic pain conditions in adults, where a fixed intervention effect of acupuncture in large IPD meta-analysis has proven to approximate the random-effects model, and no significant differences have been shown for different intervention characteristics [14, 15] .
Subgroup and sensitivity analysis
We did not undertake subgroup analysis. As reported in the full protocol (Supplementary Appendix 2), we performed sensitivity analyses based on the risk of bias in included studies. The result of the blinding validation tests were used to guide the risk of bias assessments in the blinding of outcome assessor domain. GRADE: Two methods experts (A. K., K. G. B.) assessed the overall quality of evidence according to Grading of Recommendations Assessment, Development and Evaluation [GRADE] [57, 58] .
Results
Study selection
We identified 384 English language and 24 Chinese language studies after removal of duplicates ( Figure  1 ), but only three studies fulfilled all eligibility criteria. Three English language controlled trials of acupuncture for infantile colic were excluded: one because it was not properly randomised [quasi-randomised] [31] ; one reported on data concerning feeding and stooling changes from the same study as reporting on crying time changes [59] ; and one was an open pilot study with seven patients and changes during the trial [60] . Individual patient data were sought and obtained for all eligible RCTs [32] [33] [34] . The characteristics of the included studies are described in detail in Table 1 . One trial [34] consisted of two active treatment groups receiving standardised and semi-individualised acupuncture, respectively, and in accordance with the protocol [61] , the two active arms were treated as separate comparisons by randomly splitting the control group.
All inconsistencies related to data checking and cleaning were easily resolved following correspondence with the primary authors. For two of the included studies, we report previously unpublished data, i.e. the results of blinding validation in Landgren et al. [32] and the result of parental evaluation of effects in Landgren et al. [32, 34] . 
Risk of bias and blinding validation
The risk of bias summary is presented in Figure 2 . Detailed risks of bias assessments are available in Supplementary Appendix 4. Briefly, all included RCTs had adequate randomisation procedures reported and allocation concealment described (Supplementary Appendix 4). Acupuncturists were not blinded in any of the studies. Parents acted as outcome assessors in all studies, and a thorough blinding validation (Table  2) indicated that the parents in Landgren et al.'s study from 2010 [32] seemed to be unblinded to treatment allocation. In contrast, Landgren et al. in 2017 [34] achieved blinding outcome assessment in the control group, but not in the acupuncture group, whereas Skjeie et al. [33] were able to mask all parents irrespective of the group to which the infant was allocated. The interpretation of these results is complicated because the timing of the blinding validation varied between the studies. Parents in Landgren et al. [32] were asked about allocation beliefs after the last treatment session. In Skjeie et al. [33] , parents were questioned about allocation beliefs after the first treatment session, and after 4 weeks they were asked if they had noticed any needle marks. Landgren et al. [34] questioned parents about allocation beliefs after the second, the third and the fourth treatment session, as well as follow up. We decided to calculate blinding indexes obtained after the last treatment session to facilitate comparison with Landgren et al. [32] , but we also calculated blinding indexes as they appeared after the second treatment session. During standardized acupuncture the quality of the blinding seemed to decrease throughout the intervention period, whereas individualised Figure 2 . Risk of bias summary report. 
End-points
In the following, we report primary and secondary endpoints in accordance with the protocol for this review ( Supplementary Appendices 1 and 2) . Tables 3 and 4 summarises findings for all investigated outcomes and shows that the quality of evidence was rated as moderate for most end-points. Because the heterogeneity was negligible in all analysis, the major reasons for downgrading were few participants and wide confidence intervals.
Reduction in crying time
We did not detect important differences in crying time between acupuncture and no acupuncture control at any of the pre-specified time periods (Figure 3 (Figure 4 ).
Disappearance of colic
We did not detect statistically significant differences between acupuncture and no acupuncture control groups when comparing the odds of not fulfilling the colic criterion at the end of the treatment [OR 1.54; 95% CI 0.88-2.70] ( Figure 5 ).
Parental evaluation
Parents of the infants in the acupuncture groups were more likely to report that the colic had improved at the end of the treatment ( Figure 5) , with an OR of 3.03 (95% CI 1.56-5.89) for rating the condition as much improved and OR 2.67 (95% CI 1.43-4.97) for improved. The odds ratio for worsening was only available from the Landgren et al. [32] trial (OR 0.83; 95% CI 0.22-3.18). 
Adverse effects
No major adverse effects were reported in the included trials. With regard to minor adverse effects other than crying during treatment, Landgren et al. [32] observed one minor bleeding in the acupuncture group. Skjeie et al. [33] observed two possible adverse events in the acupuncture group (hiccups, increased regurgitation), and eight events in the control group (small haematoma, restlessness, restlessness, excessive stools, frequent defecation, light sedation, abdominal pain and unease). Landgren et al. [34] registered one drop of blood on clothes and one mark on a hand, both in the acupuncture groups. Crying during treatment was assessed by Landgren et al. in 2010 [32] and 2017 [34] . In the first study, crying during treatment was assessed in both the acupuncture and the no acupuncture control group, and showed that infants in the acupuncture group were more likely to cry during treatment (OR 7.50; 95% CI 2.73-20.64), although the majority stopped crying within seconds [24] ( Figure 5 ). In the second study, crying during treatment was assessed in the two acupuncture groups, but not in the control group, and showed some signs that crying occurred more frequently during semi-individualised acupuncture (up to five needles) than during standardised acupuncture (one needle) [25] . The OR was 2.53 (95% CI 0.72-8.86), but most infants also stopped crying within seconds in this study ( Figure 5 ).
Discussion
This is the first IPD meta-analysis of acupuncture treatments of any condition in small children, and we included three trials where 307 infants with colic were randomised to receive either acupuncture or no acupuncture control. All included trials tested minimal acupuncture: 1-5 insertions for 2-30 s, and the results of the included trials were in general consistent. Considering our primary end-point, that is, total crying time, we detected a small change in favour of acupuncture at mid-treatment, but the significance was lost when the apparently unblinded study was left out in a sensitivity analysis. We did not find important differences in crying time between acupuncture and no acupuncture control measured after the treatment ended. At the long-term follow-up, we did not see a statistically significant difference between acupuncture and no acupuncture control. No major adverse effects occurred, but acupuncture induced some crying during treatments. For the other secondary outcomes, we were not able to detect a statistically significant difference in the number of infants who did not fulfil the colic criterion [>180 min crying/day] at the end of the Figure 5 . Secondary end-points.
treatment period. Interestingly, however, parents of infants in acupuncture groups more frequently evaluated the colic symptoms as improved than parents in the control groups. The positive results from parental evaluation contradict the lack of important differences in total crying times, and it is tempting to speculate why. One possible explanation relates to the type of crying. Not all crying is colicky crying, and it is possible that acupuncture changes the quality of crying or the degree to which the infant can be soothed. Such a change could be sensed by parents without being detected by crying time assessments. Another possible explanation is that acupuncture works by other means than crying time reduction, but the observation that acupuncture was not associated with changes in frequency of feeding, stooling and sleeping, as compared with controls does not support this hypothesis [59] . However, more subjective outcomes like 'normalised stooling' were reported more frequently among parents in the acupuncture group. The tendency towards more positive results on more subjective outcomes might of course be related to inadequate blinding, but ad hoc sensitivity analysis based on blinding validation data did not suggest such a relationship.
Despite our efforts to achieve thorough blinding validation of all included studies, we cannot be sure that existing blinding tests are sensitive enough to detect all relevant differences [47] Depending on when parents are asked blinding questions, the validity of the blinding tests can also be impaired by differences in efficacy between groups. Data from the trial that asked blinding questions at multiple time point [34] and small, non-significant improvements at end of treatment, does not support that the timing of the blinding questioning is essential for the results reported here, nor that unblinding because of efficacy are probable. The effect sizes [SMD 0.02-0.09-0.11-0.17], are so small that they would not normally be possible to detect. The differences of Parent evaluation of effect between the apparently unblinded study [32] with odds ratio 10.4, and the partially blinded study [34] with odds ratio 1.8, both using the same treatment method, would normally suggest influence of unblinding.
A major strength with this IPD-based analysis is that we could include all properly randomised controlled trials about acupuncture for infantile colic, but there are few trials and the number of participants in each trial was small. The results should be evaluated in this context [58, 62] . All trials tested acupuncture treatment versus no acupuncture, thereby eliminating heterogeneity problems caused by different control group regimens [14] . Between-study heterogeneity was negligible, adding robustness to the results. Our blinding validations also revealed some differences between the included trials. One trial did not seem to be blinded at all [32] , one seemed to be blinded [33] , and the third had managed to blind participants in the control group whereas participants in the acupuncture group remained unblinded [34] . If the results had shown an effect of treatment, this would have lowered our confidence in the results. Our study did not show clinically relevant results in spite of inadequate blinding, which normally favours active intervention [43] .
We are aware of some other studies and reviews that need to be discussed in the light of the results presented in our review. First, one small controlled trial on acupuncture for infantile colic was excluded because it was not an adequately randomised trial [31, 63] . Even though Reinthal et al. [31] presented results in favour of acupuncture, it should be recognised that that study was associated with substantial baseline differences between the groups that were not adjusted for. Although we intended to include that study [31] in our sensitivity analysis, differences in outcome reporting prevented us from doing so. Second, we identified an existing systematic review about acupuncture in infants [19] , in which the authors conclude: 'In summary current evidence suggests that acupuncture is safe, effective and a cheap method to treat infantile colic'. This positive conclusion contradicts the results presented here in our review. Many factors can explain this difference. One crucial difference is that new evidence has accumulated [33, 34] , but we also show that it is important to adjust for baseline differences between the treatment groups. When using individual patient data to correct for baseline differences, the heterogeneity between the trials included in our meta-analysis seemed to disappear. Additionally, the differences in blinding regimens may explain some of the variation in results seen across trials.
A large IPD meta-analysis based on 17,922 adults receiving acupuncture for chronic pain found a needlespecific treatment effect SMD of 0.15-0.23 [14, 15] between real and sham acupuncture, which is remarkably similar to the SMDs reported in our review [0.09-0.23]. Effect sizes of this small magnitude are not considered clinically relevant for pain conditions in either adults [50, 51, 64, 65] or children [52] [53] [54] 66] . Three different needling techniques were used in the trials included in our review, but with similar results. These observations correspond well to the large-scale IPD review of acupuncture in adults where it was reported that differences in techniques or acupuncture points did not have an impact on the results [14, 15] . The same large-scale IPD study [15] highlighted an association between the number of acupuncture needles applied and the effect of treatment. The minimal acupuncture method used in all trials of infantile colic could reduce the difference between acupuncture and no acupuncture treatment controls in the primary outcome, that is, differences in crying time. However, ethical concerns of potential needle pain, validated in this IPD, would prove an obstacle to more intense needle treatment.
When planning new RCTs about the efficacy of percutaneous needle acupuncture for infants, we consider it important to facilitate adequate blinding of outcome assessors, and to validate the quality of any blinding procedures. The risk of causing pain should be evaluated and taken into consideration when assessing the benefits and harms of acupuncture in small children who cannot consent to treatment [28, 37, 67] . Our findings also emphasise the need for more quantitative and also qualitative [68, 69] research to explore parents' experiences and the possible positive impact of acupuncture on outcomes other than reduction in crying time. Defining thresholds for clinically important differences is important for evaluating implications of results, and should be put into practice in all acupuncture trials of pain conditions in children.
Conclusions
Our blinding test validated IPD meta-analysis of minimal acupuncture treatments of infantile colic did not show clinically relevant effects in pain reduction as estimated by differences in crying time between needle acupuncture intervention and no acupuncture control. Analyses indicated that acupuncture treatment induced crying in many of the children. Caution should therefore be exercised in recommending potentially painful treatments with uncertain efficacy in infants. The studies are few, the analysis is made on small samples of individuals, and conclusions should be considered in this context. With this limitation in mind, our findings do not support the idea that percutaneous needle acupuncture should be recommended for treatment of infantile colic on a general basis.
